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The following observations refer to the Investi 7 do
for the indicated study, ' with n the
Surgical Treatment of Re active errors: iviyopia withand without Astigmatisii"

1 was performed on ID1 and
on 8/28/97 prior to the actual approval date.

2 eceived Myopic Enhancement on 9/25/97 OD (right eye) prior to
the date approval was given to perform enhancements.

3. Consent form fo wsnot dated. There was no way of determining whether
consent was obtained before or aft surgery to the right eye on 12/4/97, due to lack of a date
next to the patients' signature.

4. Consent fo were signed and dated (2/20/98) one day
after Myopic surgery to the rig t eye was performed (2/19/98).

5 had or Myopia on 8/13/98, however, the
patient information and consent form, which was approved for use by the IRB on 7/17/98, was not
present in the patient file or made available upon request.

6 had
performed1or a condition that is ilOt indicated in protocol . Additionally, the
procedures were performed with a laser that is not indicated in the stu y and the surgery was
performed at a location that is not identified in the protocol.

7. There was no documentation to show that the Cl notified the IRB about all amendments, changes
or significant deviations to the protocol [per IRB requirements].
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